
August 8, 2008 Samuel Shor, MD, FACP 1

What is the controversy all about?

Samuel Shor, MD, FACP
Associate Clinical Professor

George Washington University
Health Care Sciences

Internal Medicine of Northern Virginia
1860 Town Center Drive #230

Reston, Virginia  20190
703 709-1119 

August 5, 2008



August 8, 2008 Samuel Shor, MD, FACP 2



The Major Players and the Present Guidelines
Chronic Fatigue 

Chronic Fatigue Syndrome or CFS
Chronic Lyme Disease

The literature
Case studies and proposed research

Guidelines revisited and Where do we go from 
here?
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The controversy

Post Lyme fatigue [ie after 
“appropriate treatment”]

is noninfectious, i.e. due to 
"something else"*

often related to ongoing infection 
AND other phenomena*

Chronic Lyme infection doesn’t exist

very much exists and often 
contributes to "post lyme" and other 
causes of chronic fatigue and other 
conditions.

*often associated with other 
phenomena: Fibromyalgia, sleep 
disorders, dysautonomias [blood 
pressure control issues], endocrine 
disorders, etc
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IDSA:
“there is no convincing biologic evidence for the 
existence of symptomatic chronic B burgdorferi
infection among patients after receipt of 
recommended treatment regimens for Lyme disease. 
Antibiotic therapy has not proven to be useful and is 
not recommended for patients with chronic (>6 
months) subjective symptoms after recommended 
treatment regimens”
Virtually all of their recommended treatment options 
are for no more than 28days. 
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Wormser PG et al The Clinical Assessment, Treatment and Prevention of Lyme Disease, Human Granulocytic Anaplasmosis, and 
Babebiosis: Clinical Practice Guidelines by the Infectious Disease Society of America CID 2006:43 (1 November) 1089-1134



“a more prolonged initial treatment course of 
antibiotics does not improve the rate of 
resolution of symptoms”
“In many patients, post treatment symptoms 
appear to be more related to the aches and 
pains of daily living rather than to either Lyme 
disease or a tick-borne coinfection.”
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Unfortunately, it is apparent that the term 
‘chronic Lyme disease’ is also being applied to 
patients with vague, undiagnosed complaints 
who have never had Lyme disease. When adult 
and pediatric patients regarded as having chronic 
Lyme disease have been carefully reevaluated at 
university-based medical centers, consistently, the 
majority of patients have had no convincing 
evidence of ever having had Lyme disease, on the 
basis of the absence of objective clinical, 
microbiologic, or serologic evidence of past or 
present B. burgdorferi infection”
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IDSA
“2 tiered system” as recommended by the CDC

ILADS
This two tiered system is flawed and too insensitive 
for which alternative options need to be considered
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ILADS
“For the purposes of the ILADS guidelines, ‘chronic 
Lyme disease’ is inclusive of persistent 
symptomotology including fatigue, cognitive 
dysfunction, headaches, sleep disturbance and other 
neurologic features….the patient may relapse in the 
absence of another tick bite or erythema migrans 
rash, or be poorly responsive to antibiotic treatment 
(refractory Lyme disease).”
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The ILADS Working Group. Evidence-based guidelines for the management of Lyme disease. Expert Rev Anti-Infect. Ther 2004; 2(suppl): S1-S13



Best described given my personal evolution:
Management of Chronic Fatigue

Personal area of interest since the late 1980s
Perspective of ILADS

Evolving awareness as the pariah
To visionaries

Practical implications
Management of chronic fatigue and other conditions

Theoretical and research

August 8, 2008 Samuel Shor, MD, FACP 13



Often seeing individuals who are 
quite disabled with profound 
“exhausting” fatigue, having failed 
the management recommendations 
of multiple specialists.
These are the chronically “sick of the 
sick” whose conditions are usually 
real and need to be validated. 
Need to be open minded and 
creatively “think out of the box,”
while “doing no harm.”
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Definition-
chronically fatiguing illness of 
unclear cause
lasting > 6 months
functional capacity < 50% 
Other “causes of fatigue have 
been ruled out”

Diagnosis of exclusion. There 
are no “markers” to define 
this condition.
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CFS 
“Multisystem” Paradigm: 

•Immune system-”up” regulated
•Cardiovascular-BP and HR
•Nervous system-sleep, cognitive
•Endocrine/Hormones-adrenal



Associated symptoms:
Fatigue-lack of energy reserves and “post exertional malaise”
Sleep disorders-nonrefreshing, fractured
Fibromyalgia and pain-muscle and joint
Cognitive “fog”
Hormone problems

adrenal dysfunction-”adrenal fatigue” low cortisol, often low 
DHEA, testosterone, etc

Blood pressure -particularly upon standing with drops in blood 
pressure: “dysautonomias”
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ILADS
“For the purposes of the ILADS guidelines, ‘chronic 
Lyme disease’ is inclusive of persistent 
symptomotology including fatigue, cognitive 
dysfunction, headaches, sleep disturbance and other 
neurologic features….”
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Associated symptoms:
Fatigue-lack of energy 
reserves and “post 
exertional malaise”
Sleep disorders-
nonrefreshing, fractured
Fibromyalgia and pain
Cognitive “fog”
Hormone problems

adrenal dysfunction-
”adrenal fatigue” low 
cortisol, often low 
DHEA, testosterone, etc

Blood pressure -
particularly upon 
standing with drops in 
blood pressure: 
“dysautonomias”
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Why hasn’t this relationship been previously 
widely recognized?
Could it be cause and effect?
Could this be related to difficulty in diagnosing 
Lyme disease?
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Most diagnostic tools evaluate the immune response
Bburgdorferi has evolved multiple mechanisms to elude 
the immune system

Change in outer protein coat 1

Relatively immune inert “cyst” form 2,3

Immune dysfunction-eg. CD57 4

Production of chemicals to disable antibodies 5
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Multiple reports in the 
literature of clear evidence for 
persistence of Lyme infection 
after “appropriate” treatment 1-5
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To test the hypothesis:
Lyme disease may actually be 
responsible for a CFS like syndrome

Want to track the clinical 
response to Lyme directed 
management
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Using symptom 
questionnaires 
completed at 
each office visit, 
in an attempt to 
“quantify”
subjective 
symptomatology.
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Symptom Severity Score since your last visit, or at 
the time of this visit if this is your first visit here: 0-none, 1 mild, 2 moderate, 3 severe 

Symptom: 0 1 2 3

unexplained fevers, sweats, chills or flushing
unexplained weight change [loss or gain]

fatigue, tiredness, poor stamina
unexplained hair loss

swollen glands
sore throat

testicular or pelvic pain
unexplained menstrual irregularity

irritable bladder or bladder dysfunction
unexplained milk production or breast pain

sexual dysfunction or loss of libido [sex drive]
upset stomach or abdominal pain

changes in bowel function-constipation and/or diarrhea
chest pain or rib soreness

shortness of breath or cough
heart palpitations or skipping heart

stiffness of the back
muscle pain or cramps

twitching of face or other muscles
headache

neck stiffness or pain
tingling,numbness,shooting pains and/or skin sensitivities

facial paralysis or Bell's Palsy
joint pain or swelling

vision problems-double, blurry, increased floaters and/or light senitivity
ear or hearing problems-buzzing, ringing, ear pain, sound sensitivity

motion sickness, vertigo and/or poor balance
lightheadedness, wooziness, unavoidable need to sit down

tremor
confusion and/or difficulty thinking

difficulty with concentration and/or reading
forgetfullness,short term memory loss,poor attention and/or problems absorbing information

disorientation, getting lost and/or going to wrong places
difficulty with speech, or writing or name blocking

mood swings, irritability and/or depression
disturbed sleep-too much,too little,frequent awakening and/or early awakening

TOTAL  [Score]
present antibiotic regimen:
miscellaneous comments:



Case study #1: 42 year 
old lawyer on disability 
for 2 years

Dx: CFS, subsequently 
“chronic Lyme”
NEVER meeting 
IDSA/CDC criteria for the 
diagnosis,
After an ILADS directed 
approach of antibiotics for 
~15 months, he is now 
working full time and OFF 
all other “supportive”
medication:
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Case study #2: 16 year 
female with Dx of 
CFS/FM, with standard 
IDSA/CDC preliminary 
studies negative for Lyme 
disease. 

Subsequently characterized 
with Lyme disease using 
ILADS recommendations, 
treated and ultimately back 
to baseline.
Initial positive response to 
antimicrobials
Worsening when 
antimicrobials were stopped, 
without known re-exposure.
Normalization of symptoms 
when antimicrobials were 
resumed.
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ID referred for management 
of CFS but actually ultimately 
diagnoses with Lyme. 
Requiring homebound 
schooling junior yr in HS b/o 
inability to keep up. After 
course of antimicrobials, “I 
am able to play basketball for 
3hrs in 90deg heat”
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Fibromyalgia and chronic 
fatigue.  Never meeting 
CDC/IDSA criteria. 
Profound improvement 
with antimicrobials
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Fatigue, fibromyalgia. Negative 
preliminary studies, ultimately 
“converting” by Igenex lab to 
positive and profound clinical 
improvement on antimicrobials.
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Fatigue with multiple 
neurologic symptoms, 
never meeting 
CDC/IDSA criteria, 
but meeting ILADS 
criteria and profound 
clinical improvement 
on antimicrobials. 
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16yo initially characterized 
as CFS with POTS and 
never obtaining 
CDC/IDSA positivity. 
Initially very symptomatic 
and missing much school. 
Responding profoundly to 
antimicrobials with 
subsequent symptom score 
of ZERO! on very few 
supportive medications.
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57 year old male with 
chronic fatigue and 
fibromyalgia. Marked 
improvement in 
functionality and quality of 
life.
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Clear clinical response of 
antibabesia treatment 
regarding sweats and 
fatigue.



Supporting the hypothesis that ILADS directed 
management has a positive clinical impact

Diagnosing subtle presentations outside the 
generally accepted “guidelines”
Providing clearly improved outcomes in often 
enigmatic cases.
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These are “anecdotal” case reports *
Although they are not controlled or randomized, and include 
additional intervention to treat other issues such as sleep, pain, 
etc., the ultimate outcome in most cases were individuals with far 
improved quality of life often on minimal supportive medications.
Helpful to direct insight, but not as clinically relevant as carefully 
performed research

Case studies in peer review literature *
To allow for review and communication to the greater medical 
community

Prospective, randomized controlled studies are needed**
To provide level 1 data-the highest level of evidence based 
support.
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*achieved
**in process
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2006



Proposed research
Shor, S A pilot study-a 
prospective, double blinded 
cross over therapeutic trial in 
International case defined CFS 
patients, who are ELISA Lyme 
negative, but ILADS criteria 
positive

Pending NIH grant 
application funding

August 8, 2008 Samuel Shor, MD, FACP 38



Exclusive, with strongly worded  
guidelines that are highly restrictive for 
management outside of these guidelines
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Attempting to broaden the perspective and 
educate both the public and the medical 
communities about the controversies in an 
attempt to achieve reconciliation.
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October 2007

Connecticut Attorney General 
investigating improprieties of IDSA 
guidelines:

“American Academy of Neurology 
subpoenaed as Part of Investigation 
into Treatment Parameters for Lyme 
Disease”
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May 2008

“The IDSA’s guideline panel 
improperly ignored or 
minimized consideration of 
alternative medical opinion and 
evidence regarding chronic Lyme 
disease, potentially raising 
serious questions about whether 
the recommendations reflected 
all relevant science.”



Potential barriers:

“sensitized” clinicians regarding “Lyme” disease
As a result of this “sensitization,” many clinicians 
emphasize strict adherence to CDC guidelines [even 
though they are probably flawed]. But they often 
outright reject alternative interpretations, OR 
alternative laboratory evaluation. 
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Reassessing the present guidelines
Recognizing that there is much denial by 
the part of IDSA and subsequently the 
majority of the medical and  lay 
communities [including insurance 
companies]
Requiring open minded, balanced 
research and assessment of that research.

Increased awareness and education 
of both the medical and lay 
communities

This is an important step in that process
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